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Correspondence

Epidemic alert system

Sir-Our country lacks an effective
'epidemic alert system'. This was
exemplified by the recent epidemic of
meningococcal meningitis in Delhi. Most
physicians became aware of the problem
only after the peak of the epidemic was
over. .

May I suggest that we evolve a system
in which any physician who notices a sud-
den spurt of cases of a particular type
immediately reports the matter to the dis-
trict authorities and the nearest medical
college, who promptly investigate the
matter. In case a definite and sudden
increase in the incidence of a disease is
confirmed, this should be reported to a
central body such as the National Institute
of Communicable Diseases for further
investigation. At this stage, even while
investigations are in progress, practising
physicians in nearby areas should be
informed of the problem and sent
guidelines on the proper management of
affected persons. Your journal can play an
important role in this regard. Subsequent
to investigations a final report should
follow, and after the epidemic is over, the
alert should be called off. In case of major
epidemics, appropriate and timely review
articles on the subject should be published
in your journal with a retrospective and
detailed analysis of the epidemic.

15 Dec 1987

Sandeep Saluja
Department of Medicine,

AIIMS, New Delhi.

WHO anti-leprosy vaccine

Sir-In 1979, in collaboration with a
number of institutions, we developed,
totally indigenously, the ICRC anti-leprosy
vaccine. Large-scale clinical trials (the first
in India) were initiated in Western
Maharashtra last February (Nature 1987;
328:660). From the beginning, the Indian
Council of Medical Research (ICMR) has
been somewhat lukewarm to our vaccine
despite its importance. This may have
been because the Council had probably
committed itself to conducting field trials
of the World Health Organization
(WHO)-sponsored anti-leprosy vaccine in
India, which is in no way superior to
Indian vaccines. In fact it has many intrin-
sic problems and there are reservations
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about its efficacy. In August 1985, the
Council established a vaccine unit in
Madras to try the WHO vaccine. By that
time no help was given to the Indian
vaccine, although the Council was aware
that the Drug Controller had cleared our
vaccine in October 1984 for phase-Ill'
trials.

What is most disturbing is that the
Council accepted the WHO-sponsored
vaccine without any scientific scrutiny by
Indian scientists. Equally worrying is the
fact that the Council even ignored the data
of its own laboratory at Jalma which was
against the WHO vaccine. This vaccine, of
unproven efficacy, will be given to
thousands of our people. Any democratic
society, which is proud of its science and
technology, would have insisted on
scientific scrutiny. However, this has not
been done yet, despite my repeated
representation.

The first question is, how long should
we continue to be mental slaves of the
West, and accept anything and everything
that is developed in the West without
scrutiny.

It is very hard for me to understand why
the ICMR has not followed accepted sci-
entific norms, except to infer that this
could have been done due to strong vested
interests and also international pressure.
The latter is supported by what appeared
in Nature (Vol 317, 25th October, 1985):

For the leprosy trial, ICMR has been
under pressure to test the WHO vac-
cine and had to choose between that
and an Indian vaccine which has
already completed phase-I trials and
been given clearance from the toxico-
logy angle by the Drug Controller.

The second point is that the WHO
vaccine contains killed M. leprae (leprosy
germs), grown in the armadillo, plus the
live BCG. The vaccine, therefore, will be
contaminated with armadillo protein,
alien DNA and unknown retroviruses that
may have delayed effects harmful to man.
BCG vaccination is a national policy and
it is an accepted principle that re-vaccina-
tion should be done with utmost care. For
.hese reasons, the WHO-sponsored
vaccine should be subjected to a special
toxicological review. Despite this, only a
routine toxicological evaluation was done.
Interestingly, (1) the vaccine is to be tried
by the ICMR, (2) the toxicology was done
at one of the ICMR laboratories, (3) the
toxicological evaluation committee was
constituted by the ICMR, (4) about eighty

per cent of the committee members were
ICMR staff and, to top it all, (5) even the
Chairman was the Additional Director-
General of the ICMR. I am sure, you will
agree that even private organizations,
which often have ulterior motives, would
have appointed a committee that would
have, at least, appeared to be fair. It is
obvious that the entire exercise was a farce
done with the sole purpose of clearing the
vaccine at all costs, even ignoring scien-
tific objections. My plea that I should be
given the opportunity to present my views
was ignored.

The third point is that the WHO-
sponsored vaccine is currently undergoing
field trials in Venezuela. Three years have
already passed, and in the next 1-112 to 2
years results of the tnals will be made
available. for the reasons mentioned
below, there is no justification, at this
stage, to initiate trials of the vaccine in
India unless the results of the Venezuelan
trials are known and analysed.

(a) If the trials of the WHO vaccine
are initiated now in India and, if it were
found subsequently that the Venezuelan
trials had failed, it would be difficult to
justify the decision. As mentioned in
my letter to Dr Mahler, D-G, WHO,
such hasty action may create an impre-
ssion that the people of the developing
countries are being used as 'guinea
pigs'.
(b) The final analysis of the Venezuelan
trials may suggest that a totally diffe-
rent design should be followed, in case
the vaccine is to be ultimately used in
India.

This decision of the ICMR is beyond my
comprehension. It is true that for more
than a decade, millions of dollars have
been invested in building armadillo farms
in the West with the explicit purpose of
preparing an anti-leprosy vaccine. But this
hardly justifies the decision.

The back door entry of a foreign vac-
cine, that too with the tacit support of our
national bodies, is just the beginning. Past
experience should be enough to predict
the course of future events and the
adverse manner in which it would ulti-
mately affect indigenous developments.
My fears are supported by the manner in
which the toxicological evaluation of the
WHO vaccine has been done. The very
formulation of the committee shows that
our national bodies are hell-bent on bring-
ing this vaccine to India at any cost. Can
one expect justice from such bodies which
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would ultimately monitor all vaccine
trials?

Thousands of our people will be given
this vaccine of unproven efficacy, without
proper scientific scrutiny and toxicological
evaluation just to satisfy vested interests.
For the reasons mentioned above I am
convinced that there is absolutely no case
for trials of the WHO vaccine in India, at
least not till the results of the Venezuelan
trials are known and analysed.

I have made several representations
conveying my views and have failed to get
a response. I think the time has come for
these facts to be made known to our scien-
tific community. I leave it to you to judge
the issue.

My fight is not against the establishment
but for the cause. The issue is not just the
anti-leprosy vaccine trials, but how long
should we continue to be mental slaves of
the West.

I shall send you my correspondence
with various agencies.
I shall be grateful if you could publish

this letter as I would welcome an open
debate on this issue. You may recall that it
was only because of the pressure from
Indian scientists that the Government
cancelled the deal with Hemlock regard-
ing the manufacture of silicon.

5 Oct 1987 MGDeo

A copy of Dr Deo's letter was sent to the
ICMR as well as to WHO for their com-
ments. The following are their replies. -Ed.

ICMR replies

Thank you for your letter of 31st October,
1987. It is not the practice of the ICMR to
enter into discussion with scientists in the
press particularly when the matter is
under consideration in collaboration with
DrM G Deo.

Dr A S Paintal
9 Nov 1987 Director-General

Indian Council of Medical Research

We again wrote to the D-G, ICMR, on 18
November 1987, inviting him to discuss the
matter publicly through the columns of our
journal. We are yet to get a response from
him. -Ed.
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WHO's response

To the Editor:
Recognizing the need for a method of
primary prevention against leprosy
through a vaccine, the World Health
Organization (since 1975) has supported
research in the field of development of an
anti-leprosy vaccine through a Scientific
Working Group on Immunology of Lep-
rosy (IMMLEP) which is part of the
UNDP/World Bank/WHO Special Prog-
ramme for Research and Training in
Tropical Diseases (TDR). As a result of
this international collaboration, which
included Indian scientists, it has been pos-
sible to develop a candidate vaccine based
on the mixture of killed armadillo-derived
M. leprae and live BCG. It is currently
being tested in controlled trials in 29,000
contacts of leprosy patients in Venezuela
and in a 120,000 general population in the
northern region of Malawi. A third trial,
in south India, is being planned. I should
like to point out that during all these
developments, IMMLEP's activities have
not only been subject to constant peer re-
views within the Scientific Working
Group itself, but have also been
frequently reviewed in-depth by external
reviewers and by the Scientific and Tech-
nical Advisory Committee of TDR.
Distinguished Indian scientists also par-
ticipated in most of these reviews.

The following are our comments on
some of the specific issues raised by Dr
Deo:

1. The scientific and ethical grounds for
the vaccine trials
The vaccine has been shown to be effec-
tive in preventing infection of M. leprae in
animals. With respect to the safety of the
vaccine, I wish to correct the serious mis-
statement in Dr Deo's letter that the vac-
cine may be contaminated with armadillo
protein, alien DNA and unknown retro-
viruses that may have delayed effects
harmful to man. I~ the light of the strin-
gent procedures for purifying the bacilli
from armadillo tissue, including their
exposure to DNAse and extensive wash-
ing, followed by 2.5 M. rad gamma
irradiation and autoc1aving (Report of the
fifth meeting of the Scientific Working
Group on the immunology of leprosy.
Protocol 1n9. TDRlSWG/IMMLEP(5)
80.3 (1980); Rees, RJW. International
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Journal of Leprosy, 51(1983):515-518),
the statement that the vaccine contains
foreign DNA and retroviruses is entirely
incorrect and unfounded. The Phase I
studies for toxicity, acceptability and
immune conversion in human volunteers
in non-endemic countries and endemic
countries have all provided satisfactory
and encouraging results, thereby support-
ing the justification for carrying out the
prophylactic trial. While the Phase I
studies can be carried out in non-endemic
populations of developed countries, e.g.
Norway and the United States of America
as well as in Venezuela and Malawi the
protective efficacy of the vaccine can only
be tested in endemic populations of
developing countries.

2. The justification for setting up more
than one large-scale trial to test the candi-
date vaccine

The need stems from the following
considerations:

(a) the history of vaccine trials against
mycobacterial diseases strongly indi-
cates the geographic variability of the
protective efforts of vaccines against
mycobacterial diseases;
(b) that vaccine acceptability itself
could have considerable geographic
variations; and
(c) the epidemiological profile in
leprosy varies very widely between the
African, the American and the Asian
situations, warranting the testing of the
vaccine under these different condi-
tions.

The development of the armadillo-
derived vaccine is the result of several
years of international collaboration
between scientists whose sole aim was to
develop a better tool for preventing
leprosy. While the initial experimental
findings are promising, only large-scale
field trials in leprosy endemic populations
can provide the final answer as to the
efficacy of the vaccine in preventing the
disease.

H. Mahler
10 Nov 1987 Director-General

World Health Organization


